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The date for filing this response is therefore extended from July 16, 1996 to and 
including October 16, 1996. If there is any deficiency or surplusage of the fees 
enclosed for the Extension of Time (fee)> please obtain any such deficiency or 
credit the surplusage to Deposit Account 08-3255 and advise Applicants' Agent. 

Applicants also enclose a Petition pursuant to §1.129(a) to Withdraw Final 
Rejection, together with the fee of $750.00 U.S. funds pursuant to §1.17(r). If 
there is any deficiency or surplusage of the fees enclosed for the Petition to 
Withdraw Final Rejection (fee), please obtain any such deficiency or credit the 
surplusage to Deposit Account 08-3255 and advise Applicants' Agent. 

Please enter the following submissions: 


IN THE CLAIMS 

Please amend the claims as follows: 


6. 


mLth 


(Fourth Amendment) A method of treating a disease or condition of the 
skin and exposed tissue comprising) basal cell carcinoma, the precancerous, often 
recurrent, actinic keratoses lesions, fungal lesions, "liver" spots and like lesions 
(found for the most part in the epidermis), squamous cell tumours, metastatic 
cancer of the breast to the skin, prirn^V and metastatic melanoma in the skin, 
genital warts (condyloma acuminata)!^cervical cancer, and HPV (Human 
Papilloma Virus) including HPV of thje cervix, psoriasis (both plaque-type 
psoriasis and nail bed psoriasis), corns on the feet and hair loss on the head of 
pregnant women, in a mammal which\consists essentially of administering 
topically several [a number of] times daily to the site on the mammal of the 
disease or condition over such period to treat and resolve said disease or 
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condition [a prolonged 'period of time] a non-toxic dosage amount of a 
composition comprising, in k pharmaceutically acceptable form, pharmaceutical 
excipients suitable for topical application, a therapeutically effective, to treat and 
resolve the disease, condition ok lesion, non-toxic to the patient an effective 


dosage amount of a drug which inh: 
and an effective dosage amount co: 
hyaluronic acid selected from the, 
pharmaceutically acceptable salts thereof 


prostaglandin synthesis (component [(]1) 
ising at least 30-60 mg of a form of 
t^up consisting of hyaluronic acid and 
.component [(]2) sufficient to transport 


the drug (component [(]1) into the skin and/or exposed tissue [(including any scar 
tissue] at the site of the disease or condition \o be treated to block prostaglandin 
synthesis. 


(Fourth Amendment) The 'melho^i of Claim 6 wherein the form of 
I hyaluronic acid is selected from the'gaOup consisting of hyaluronic acid and a 

- T-S pharmaceutically acceptable salt thereof having a molecular weight less than 
750,000 daltons and greater than lSthOOO daltons . 




10. (Fourth Amendment) The method of Claim 9 wherein the NSAID is 
selected from the group consisting of cncl jfdnac, indomethacin, naproxen, and 
(+/-) tromethamine salt of ketorolac^ nbtiprofen. piroxicam [IBUPROFEN, 
PIROXICAM], Propionic Acid derivatiyes /aaetylsalicylic [aceytylsalicylic] acid and 
Flunixin. 


12. (Thrice Amended) The method\of 
I sodium hyaluronate having a molecular 
and is in the concentration of 2 1/2% b 



l^irn 11 wherein component (2) is 
^ght less than about 750,000 daltons 
weight of the dosage amount and 
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component (1) is diclofenac sodium and is in the concentration of 3% by weight 
of the dosage amount and greater than 150,000 daltons . 





13. (Thrice Amended) \A method of treating basal cell carcinoma which 
consists essentially of administering several [a number of] times daily topically to 
the site on the mammal of the b$sal cell carcinoma over such period to treat and 
resolve said disease or condition [a prolonged period of time] a non-toxic 
effective dosage amount of a composition comprising, in a pharmaceutically 
acceptable form, pharmaceutical excipients suita/ble for topical application, a 
therapeutically effective, to treat and resolve/the disease, condition or lesion, 
non-toxic to the patient, dosage amount of a non-steroidal anti-inflammatory 


drug (NSAID) which inhibits prostaglandvir 
effective dosage amount comprising [com^; 
selected from the group consisting of hyalu^ 


dsis (component 1) and an 
form of hyaluronic acid 
acid and pharmaceutically 
acceptable salts thereof (component 2) sufficient to transport the drug 
(component 1) into the skin and/or exposed tissue^ including any scar tissue,] at 
the site of the disease or condition to be treated to bk>ck prostaglandin synthesis 
and wherein component (2) equals or is less than 3% by weight of the dosage 
amount but equal to or greater than 1% [1 l/2%] by weight of the dosage amount 
and component (1) equals or is less than 5% by weight ofVhe dosage amount but 
equals to or greater than 1% by weight of the dosage amounts 


15. (Fifth Amendment) The ml !thod of Claim 13 wherein the form of 


hyaluronic acid is selected from the 
pharmaceutically acceptable salt then 
750,000 daltons and greater than 150^00 



consisting of hyaluronic acid and a 
having a molecular weight less than 
ltons . 






16. (Thrice Amended) ThW method of Claim 13 wherein the [the] NSAID is 
selected from the group consisting of diclofenac, indomethacin, naproxen, and 
(+/-) tromethamine salt of ketVrolac, ibuprofen. piroxicam [IBUPROFEN, 
PIROXICAM], Propionic Acid derivatives, acetylsalicvlic [aceytylsalicylic] acid and 
Flunixin. 


17. (Thrice Amended) The method 
sodium hyaluronate having a molecular wi 
and greater than 150.000 daltons and is in 


yClaimpr^ wherein component (2) is 
Less than about 750,000 daltons 
incentration of 2 1/2% by weight 


of the dosage amount and component (1) is diclofenac sodium and is in the 
concentration of 3% by weight of the dosage amount. 


Please add new claims )&-£dfas follows. The fee of $826.00 U.S. for adding 
these claims is enclosed. If sufficient funds have been provided, please debit 
Deposit Account Number 08-3255 for the necessary additional funds and advise 
Applicants' Agent. 





A method of treating a disease or condition of the skin and exposed tissue 
comprising, basal cell carcinoma, me precancerous, often recurrent, actinic 
keratoses lesions, fungal lesions, "liveo-" spots and like lesions (found for the 
most part in the epidermis), squamousucell^fi unours, metastatic cancer of the 
breast to the skin, primary and metastatf^meaj/oma in the skin, genital warts 
(condyloma acuminata), cervical cancer, aruj' HPV (Human Papilloma Virus) 
including HPV of the cervix, psoriasis (bom p!laque-type psoriasis and nail bed 
psoriasis), corns on the feet and hairJnss" 0 'ru the head of pregnant women, in a 
mammal which consists essentially of administering topically several times daily 
to the site on the mammal of the disease or condition over such period to treat 
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and resolve said disease or condition a non-toxic dosage amount of a 
composition comprising, Vn a pharmaceutically acceptable form, pharmaceutical 
excipients suitable for topical application, a therapeutically effective, to treat and 
resolve the disease, condition or lesion, non-toxic to the patient an effective 
dosage amount of a drug which inhibits prostaglandin synthesis (component 1) 
and an effective dosage amount comprising at least 30-60 mg of a form of 
hyaluronic acid selected from me group consisting of hyaluronic acid and 
pharmaceutically acceptable salts thereof (component 2) sufficient to transport 
the drug (component 1) into the skin\and/or exposed tissue including scar tissue 
at the site of the disease or condition to be treated to block prostaglandin 
synthesis, wherein the percent of component 2 in the jcomposition is between 1- 
3% by weight of the composition and they percent of component 1 which blocks 
prostaglandin synthesis in the composition/is between 1-5% by weight of the 
composition. 


The method of Claim 
number of weeks. 


$ 


wherein^the tnya^ment is applied daily for a 


yd. The method of Claim y& wherein the form of 'hyaluronic acid is selected 
from the group consisting of hyaluronic acid and a pharmaceutically acceptable 
salt thereof having a molecular weight less than 750,000 (daltons and greater than 
150,000 daltons. 

2P 

2 X. The method of Claim yO wherein the drug is a ^non-steroidal anti¬ 

inflammatory drug (NSAID). 
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3 >\/ \ 

22. The method oflClaim 2a wherein the NSAID is selected from the group 
consisting of diclofenaOL indomethacin, naproxen, and (+/-) tromethamine salt of 
ketorolac, ibuprofen, pil^oxicam. Propionic Acid derivatives, acetylsalicylic acid 
and Flunixin. 

ht 

26. The method of ClaimXl wherein component (2) is sodium hyaluronate 
having a molecular weight less than about 750,000 daltons and greater than 
150,000 daltons and is in the concentration of 2 1/2% by weight of the dosage 
amount and component (1) is diclofenac sodium and is in the concentration of 
3% by weight of the dosage amouni 


A method of treating a disease or condition of the skin and exposed tissue 
comprising, basal cell carcinoma, the, precance^ous, often recurrent, actinic 

keratoses lesions, fungal lesions, "liver"\spots and like lesions (found for the 

\ / 

most part in the epidermis), squamous cell tumours, metastatic cancer of the 
breast to the skin, primary and metastatic melanoma in the skin, genital warts 
(condyloma acuminata), cervical cancer, an'd HPV (Human Papilloma Virus) 
including HPV of the cervix, psoriasis (bf)th plaque-type psoriasis and nail bed 
psoriasis), corns on the feet and haj/^oss on tlP hjtad of pregnant women, in a 
mammal which consists essentially of administering topically several times daily 
to the site on the mammal of the disease or condition over such period to treat 
and resolve said disease or condition a non-toxic dosage amount of a 
composition comprising, in a pharmaceutically acceptable form, pharmaceutical 
excipients suitable for topical application, a therapeutically effective, to treat and 
resolve the disease, condition or lesion, non-toxic to the patient an effective 
dosage amount of a drug which inhibits prostaglandin synthesis (component 1) 
and an effective dosage amount comprising at least 10-1000 mg of a form of 


hyaluronic acid selected from the group consisting of hyaluronic acid and 
pharmaceutically acceptable salts thereof (component 2) sufficient to transport 
the drug (component 1) into\the skin and/or exposed tissue including scar tissue 
at the site of the disease orV:ondition to be treated to block prostaglandin 
synthesis, wherein the percent oXcomponent 2 in the composition is between 1- 
3% by weight of the composition ahd the percent of component 1 which blocks 
prostaglandin synthesis in the composition is between 1-5% by weight of the 
composition. \ 

',25. The method of Claim ^4 wherein the treatment is applied daily for a 
number of weeks. \ 

' ft X/A 

26. The method of Claim wherein the fornhbf hyalluronic acid is selected 
from the group consisting of hyaluronic acid ana aynharmaceutically acceptable 
salt thereof having a molecular weight less than 750^000 dkltons and greater than 
150,000 daltons. 

% & - \ 

’//. The method of Claim wherein the drug is non-steroidal anti¬ 
inflammatory drug (NSAID). \ 

3V ift V 

26. The method of Claim^6 wherein the NSAID is selected from the group 
consisting of diclofenac, indomethacin, naproxen, and (+/-) tromethamine salt of 
ketorolac, ibuprofen, piroxicam. Propionic Acid derivatives, aceWlsalicylic acid 
and Flunixin. \ 

ft, ty \ 

29. The method of Claim wherein component (2) equals or is less than 3% 
by weight of the dosage amount but equal to or greater than 11/ 2% by weight of 
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A 


the dosage amount and\ component (1) equals or is less than 5% by weight of the 
dosage amount but equa\s to or greater than 1% by weight of the dosage amount. 

A 

) y v-7 

^30. The method of Claimv3i9 wherein component (2) is sodium hyaluronate 
having a molecular weight fess than about 750,000 daltons and greater than 
150,000 daltons and is in the concentration of 2 1/2% by weight of the dosage 
amount and component (1) is diclofenac sodium and is in the concentration of 
3% by weight of the dosage amount, 

to. 

A method of treating a disease W condition of the skin and exposed tissue 
comprising, basal cell carcinoma, they precancerous, often recurrent, actinic 
keratoses lesions, fungal lesions, "liver"\spots and like lesions (found for the 
most part in the epidermis), squamous c^ll tun^purs, metastatic cancer of the 
breast to the skin, primary and metastatic melanoma in the skin, genital warts 
(condyloma acuminata), cervical cancer, 4nc^ HrV (Human Papilloma Virus) 
including HPV of the cervix, psoriasis (both^ptaq re-type psoriasis and nail bed 
psoriasis), corns on the feet and hair^loss on the^head of pregnant women, in a 
mammal which consists essentially of administering topically several times daily 
to the site on the mammal of the disease or condition over such period to treat 
and resolve said disease or condition a non-t\xic dosage amount of a 
composition comprising, in a pharmaceutically acceptable form, pharmaceutical 
excipients suitable for topical application, a therapeutically effective, to treat and 
resolve the disease, condition or lesion, non-toxic to the patient an effective 
dosage amount of a drug which inhibits prostaglandin synthesis (component 1) 
and an effective dosage amount comprising at least 10-1000 mg of a form of 
hyaluronic acid selected from the group consisting of 'hyaluronic acid and 
pharmaceutically acceptable salts thereof (component 2) sufficient to transport 
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the drug (component 1) into the skin and/or exposed tissue including scar tissue 
at the site of the diseasey or condition to be treated to block prostaglandin 
synthesis. 

' iP 
/ 

wherein the treatment is applied daily for a 




J/1. The method of Claim ; 
number of weeks. 

i 6 . 

35. The method of Claim 34 wherein the form of hyaluronic acid is selected 
from the group consisting of hyaluronic acid and a pharmaceutically acceptable 
salt thereof having a molecular weight less than 750,000 daltons and greater than 
150,000 daltons. 

/54. The method of Claim S3 wherein the drug is a non-steroidal anti¬ 
inflammatory drug (NSAID). 

Hi ‘jj \ \ 

J85. The method of Claim .34 wherein the NSAID is selected from the group 
consisting of diclofenac, indomethacin, naproxen, and (+/-) tromethamine salt of 
ketorolac, ibuprofen, piroxicam, Proplomc AcidVaerivatives, acetylsalicylic acid 
and Flunixin. 

H 3 


The method of Claim ^^wherein component\(2) equals or is less than 3% 
by weight of the dosage amount but equal to or greater than 11/2% by weight of 
the dosage amount and component (1) equals or is less than 5% by weight of the 
dosage amount but equals to or greater than 1% by weight of the dosage amount. 


J37. The method of Claim 


'i 

j36 w 


wherein component (2)\is sodium hyaluronate 
having a molecular weight less than about 750,000 daltons and greater than 
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150,000 daltons and is in me concentration of 2 1/2% by weight of the dosage 
amount and component (l)\is diclofenac sodium and is in the concentration of 
3% by weight of the dosage amount. 


A method of treating a disease or condition of the skin and exposed tissue 
comprising, basal cell carcinoma, the precancerous, often recurrent, actinic 
keratoses lesions, fungal lesions, V'liver" spots and like lesions (found for the 
most part in the epidermis), squamous cell tumours, metastatic cancer of the 
breast to the skin, primary and metastatic melanoma in the skin, genital warts 
(condyloma acuminata), cervical cancer, and HPV (Human Papilloma Virus) 
including HPV of the cervix, psoriasis Kboth plaque-type psoriasis and nail bed 


psoriasis), corns on the feet and hair losk on the head of pregnant women, in 
mammal which consists essentially of administerin 

condi 


to the site on the mammal of the disease < 
and resolve said disease or condition 


g topically several times daily 
ondition over such period to treat 
Ptoxic dosage amount of a 
composition comprising, in a pharmaceutj.cany acceptable form, pharmaceutical 
excipients suitable for topical application, a therapeutically effective, to treat and 
resolve the disease, condition or lesion, non-{oxic to the patient an effective 
dosage amount comprising 20-100 mg of a drug* which inhibits prostaglandin 
synthesis (component 1) and an effective dosage amount comprising at least 30- 
60 mg of a form of hyaluronic acid selected from the group consisting of 
hyaluronic acid and pharmaceutically acceptable salts thereof (component 2) 
sufficient to transport the drug (component 1) int<\ the skin and/or exposed 
tissue including scar tissue at the site of the disease or\ condition to be treated to 
block prostaglandin synthesis. 
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^9. The method o^Claim >5 wherein the treatment is applied daily for a 
number of weeks. \ 

^0. The method of Claim. 38 wherein the form of hyaluronic acid is selected 
from the group consisting of hyaluronic acid and a pharmaceutically acceptable 
salt thereof having a molecular weight less than 750,000 daltons and greater than 
150,000 daltons. \ 

4f. The method of Claim 40 wherein the drug is a non-steroidal anti¬ 
inflammatory drug (NSAID). \ 

Sy il \ 

^2. The method of Claim /Cl wherein the NSAID is selected from the group 
consisting of diclofenac, indomethacin, naprWem and (+/-) tromethamine salt of 
ketorolac, ibuprofen, piroxicam. Propionic Ae:id aerivatiyes^acetylsalicylic acid 


and Flunixin. \ 

m % A) 

46. The method of Claim £1 wherein component/(2) equals or is less than 3% 
by weight of the dosage amount but equal to or^greater than 1 1/2% by weight of 
the dosage amount and component (1) equals or is less than 5% by weight of the 
dosage amount but equals to or greater than 1% by weight of the dosage amount. 


^4. The method of Claim jd wherein component (Z) is sodium hyaluronate 
having a molecular weight less than about 750,000 da\tons and greater than 
150,000 daltons and is in the concentration of 2 1/2% byYweight of the dosage 
amount and component (1) is diclofenac sodium and is in\the concentration of 
3% by weight of the dosage amount. \ 


